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Executive Summary (English)

The Korean medical device market is showing steady growth, and innovative medical devices are being
released in various ways. Accordingly, Korea is also rapidly developing in the field of clinical research, and

the effectiveness and safety of medical devices are verified through various clinical trials.

In particular, at a time when the importance of intensive care rehabilitation treatment and early treatment is
emerging, various clinical studies are also being conducted in the field of rehabilitation medicine. As a
result, interest and investment in research and development of rehabilitation and early treatment are
increasing in Korea, which is expected to have a positive impact on the development of medical technology

and industrial economic growth as well as improving the therapeutic effect of patients.

In addition, with the development in the field of clinical research, the importance of rehabilitation treatment
and early treatment has been recognized, and interest in insurance creation has also increased. To this end,
various measures such as improving and expanding the medical insurance system and supporting medical
expenses are being sought in Korea, and insurance coverage for rehabilitation and early treatment is being

expanded.

Therefore, the beginning of the Korean medical device market and clinical research, and rehabilitation and
early treatment can be summarized as follows. Along with the development of the domestic medical
industry, steady growth and development are taking place in the field of clinical research, and interest in
insurance creation is also increasing as the importance of rehabilitation and early treatment is recognized.
Accordingly, investment and interest in research and development in the domestic rehabilitation medicine

field are expected to continue to increase.

Meanwhile, early treatment is also recognized as one of the factors that greatly affect the survival rate and
rehabilitation function of critically ill patients. In particular, early treatment for critically ill patients has the
advantage of providing optimal treatment early and helping rapid recovery through treatment and

rehabilitation programs that begin at an appropriate time as well as basic treatment for life support.

Therefore, in the Korean medical device market, research and development on early treatment and early
rehabilitation are further needed along with technical advances in treatment and rehabilitation of critically
ill patients. To this end, academia and industry should conduct research and development together, and the
medical insurance system should also more actively promote compensation for treatment and rehabilitation

of critically ill patients.



In addition, education and information sharing should be supported along with these technological advances
and research. It will greatly help to improve the quality of intensive care treatment and rehabilitation by
sharing experts' knowledge and know-how in various forms and providing information on treatment and

rehabilitation methods and systems.

Overall, treatment and rehabilitation of critically ill patients are essential processes not only for maintaining
life but also for optimal recovery and quality of life improvement. Therefore, the Korean medical device
market requires technological development and research for critical care and rehabilitation, strengthening
compensation policies for early treatment and early rehabilitation, and sharing knowledge and know-how
of experts through education and information sharing. These efforts will play a major role in achieving the

recovery of critically ill patients and the improvement of living quality.
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David McWilliams, JonathanWeblin, Gemma Atkins, Julian Bion, JennyWilliams, Catherine Elliott,

TonyWhitehouse, Catherine Snelson®] ‘Enhancing rehabilitation of mechanically ventilated patients in the

intensive care unit: A quality improvement project’®] AFANME T o3 AAE A F Ut

<19 8 27| ¥ Fx3td oA TRE

Sedated & BASS score < -2 or

Mabilisation contraindicated (see Fig. 2)

uhl

Mo Daily passive

h 4

Alert and cooperative or Sedation off for
>24 hours & RASS Score > -4

movements and
positioning

MNo

ves g

Restrictions to edge sitting (see Fig.2)

-

Sit patient on edge of
bed, assessing
balance and response

to activity

yes
¥

Does the patient
have Sitting Balance

yes

¥

| A'

Consider

Chair position - sliding board transfer
patient to stretcher chair for 1 hour up
to 3 x daily as tolerated

Tilt Table - For patients with reduced

’4—

Re-Assess

conscious level orpostural hypotension
sliding board transfer to the filt table and
gradually increase in the tilt setting to
achieve a standing position

Devise an apprepriate Seating Plan, transferring patient via the
most appropriate method (full hoist, standing hoist, step transfers)

Aimn to sit out up to 2 x daily for 1-2 hours

h 4

Patient able to stand

H Re-Assess

yes |

No

k

Progress through standing practice,
step transfers and Ambulation as

able.

Sit on edge of bed / out in chair
daily to increase trunk stability and
muscle strength.

Ongeing standing practice with
assistance as appropriate

%7 :D. McWilliams et al. / Journal of Critical Care 30 (2015) 13-18
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54 o] A JAEEFVIE 3 SAE U er S T4l 7] AF AEE =
dakd FaAAE HUA A sl FHATGE AL AFAL ol AAM AFEE
T AAe T 2 F AN Ao Ak vl v AES dv

<a1¥ 9> EYA R &% v+ 2 =94 29
Pre-Ql Ql{n=225) P
(n=202)
Received physiotherapy within ICU 202 (100%) 225 (100%)
Total number of physiotherapy 3243 4212
treatments
Mo. of treatments per day 095 1.3
Time to 1st mobilization (d]* 93 (7.8-11.1) 6.2 (5.2-7.5) 001
MMS on ICU discharge, median (IQR) 3(2-5) 5(3-6) 05
IQR indicates interquartile range,
* Geometric means and 95% confidence intervals.
Pre-Q)1 QI (n = 225) P
(n=202)
ICU LOS (d)* 169(154-18.5) 144(13.5-154) .007
Post-1CU LOS (d)* 145(124-171) 126(11.0-14.5) 197
Total hospital LOS (d)? 353(319-39.00 301(27.7-328) .016
Advanced respiratory support days®  11.7 (10.7-12.9) 93 (8.5-10.2) 05
Sedation days® 59(53-6.5) 52 (4.8-5.8) A2
Readmission during same hospital 21(10%) 19 (8%) A5
episode
ICU mortality 88 (30%) 67 (23%) 091
In-hospital mortality 114 (39%) 83 (28%) 028
* Geometric means and 95% confidence intervals,

%A :D. McWilliams et al. / Journal of Critical Care 30 (2015) 13-18
3. S8R B

FRAAe A4 Aot AL P B4 ARsE JBALYUL FIA
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201058 2021 d7bA 9] A SR o] & #S AR, 60t o] A

oy ol

|
oA 7H we TR 01%01 WA ska Qe %6‘],2021@01]% 60t o] A= FelA
A o] gol HA o]&9 50% oS AAETE w3, s0tHet 70t AP TN E B
T o] &o] WA 1yt H H Az 20019} 30t AR FoNA FEAA o
o] Z7ksta gt 2010d ol &= 200 9F 30tHol A 2] FEAPA o] & H1g°l AA o8 10%
o]t o}, 2021 A0l = o] HIEo] 717}t 14.4%9} 10.8%% T7He Ao & UEelgt) o]
COVID-19 tF8 ©]% F3ata o]-§ Aol Wisstal = o= Fgerh E3h, A%
B S o] 8259 AP Aol Wkt Ak dlE 5], 20109 = 60t o] <A
ol AAl o] &2 T 50% olde AAE e 2021 d = 40% olet® AT Ao
UERRTE vEE 20t 9F 300 AE T FEA o]§ vE-E 2010 s S7FSEGITE o
23k Wste dieuls AM«] B3ket COVID-19 tira 5 thggh adlel o3k Aow +
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f[rt

1213k Wshyh wAgstal gl Alow &
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o B dne gL d¥SolAe FEA o8] Trkehs FAlolth olHE M= o
Filar Absl o] Wl oA Watshal glow, o5 wkgste] Tekabd el Qlzehel o8zl
gFS At Uk 2ol dasith 53] COVID-19 W ol F, tigvl=e] S8
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<19 12> SR A

b

=3} o] &E&

&/ EEQIZA) X100,000.

IS = (e = 27
FEokE = (U2E 3208
7000
6000
S000
4000
3000
2000
1000
a
0-9 10-19 20-20 20-30 AQ-40 50-50 b0-60
—_— 136,73 T2.25 93,75 17882 435.29 669,94 1545.92
o 11446 4897 T4.18 1249 2192 398.29 £10.11

<19 13> 3o A e HES

Survival rates following medical intensive care

unit admission from 2003 to 2013

An observational study based on a representative

population-based sample cohort of Korean patients
Do Yeun Kim, MD, PhD?, Mi Hyun Lee, MS®®, Sung Yeon Lee, MDP, Bo Ram Yang, PhD®,

Hyun Ah Kim, MD, PhD"¢"

10-79

299338
199315

10-80

4669.09
322493

=00

36T6.69
402833

The mean number of mechanical equipment items applied consistently increased, while no difference was observed in the frend for
overall 1-year survival in patients following ICU treatment across the study period: the 1-year survival rate ranged from 66.7% (year

2003) to 64.2% (year 2010). Advanced age, cancer, renal failure, pneumonia, and influenza were all associated with heightened risk

The number of applied medical and pr during ICU

Year 2002 2003 2004 2005 2006 2007 2008 2009 2010 2011 2012 2013

Ny 77 1822 1981 2165 2175 2500 2404 2427 2413 2055 3,088 3217 P value’
Mean (SD) 23 (7.5) 2174 35 (7B) 3585 36 (86) 36(84) 41 (9.0 42(90) 4409 4697 52112 52010 <000

Inchuted were mechanical ventfifion, ateril pressure manfrng, fubd faerding, Feley caheter insertion, tofal parerteral aution, biood transfusion, peripheraly insertad central catheter, conral vengus pressure monoring, eontiauats rencd replacement esapy, trarheasiomy and

eroupreal menbrae oygertan
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Kaplan—Meier Curves (Event=Death)
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Figure 1. Annual trend for survival probabilities after ICU admission of all study subjects.
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Aol AFA Awrt dEHE Al Yok ol A ¥ x5 AP AWse
Aol FAge sl o H=52< A nsh dyE AmstaA} sk S oA HEE Ao
2 2% 5 gov odd AFe FRAAAAY Aw % el P JF vAw )
S, TEALAA ] A gt BYfolE Eetal, AR E AMES WEkes FIsHA] 32
Ao et o) FRAMANA AEE Wi UrEe] daEe] 4¥e s A
o} R4S 7b BAEolH, AgEe] B FHolA FRAAD U H7] wRol
R, Aol Y] As B A7 By H5H 08 o] Fo Ak Ae fdshs AHol
Bl tig A sk dels @A7F 7] wiell, ol= Rl AbdEel AA WEtekA] ¢
tQow 249y
4. TFTAR T FIL

% AR F TFTE AT dHFeR, TF FIS A5 Fo| YEh T3t
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<Id" 14> HAFAE F

o[N

&
T
Triggers Acute manifestations Postintensive Care Syndrome

Delirium Neurophsychological impairment

Acute lung injury ‘ . Chronic lung dysfunction

Acute myopathy / neuropathy ICU-acquired weakness

Critical illness

Other organ failures Chronic organ dysfunction

% : Martin-Vicente, P., et al. (2021). "Molecular mechanisms of postintensivecare syndrome."

Intensive Care Med Exp

o T35 THYEITF T (ICU-acquired weakness): o 3HALA oA A aqE W A s
& 250 ofA= Ao] dwubA ot o= oy 7A| alo® lF 25 &
dol Asty] wjolth 5o ofaA At Aol ofH YA Y] wEel A
5 HAAA 5 st &5 Y A57F asioh

o IFHITA HANIZFT (Post-intensive care syndrome): &5 H3I}S X #Hd= HA
o =

A gApEe AAH, AAH, A9 e IE AZIE A4 G ol
F ¥

g BAeA AL g e FHeEE 7Y Ad, U Ao, $&F, 28T
ol At

o G FITZTFT (Post-intensive care unit syndrome): 5o A3S x| 5= G
M JesF71E AHgete A-97F Bk o] A EF <59 o) Tol W
A 7 glon, SEFIHTIFo] BT = Uk o] Af TF AL A=t
g st}
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<ad 15> 28 3= 2o ||

Type 1-TNFaR Type 1-TNFaR
JUNK/MAPKS ROS

Ubiquitin-Proteasome Pathway

Membrane depolarization
lon channel dysfunction

=2 : Martin-Vicente, P., et al. (2021). "Molecular mechanisms of postintensivecare syndrome."

Intensive Care Med Exp
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] : VanhorebeekI, LatronicoN, Van den BergheG. ICU-acquired weakness. Intensive Care Med.
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<Z1¥ 18> ABCDE bundle

Assess, prevent and manage pain

Both SAT and SBT Family engagement

and empowerment

ABCDEF
Bundle

hoice of analgesia Early mobility

and sedation and exercise

Delirium: Assess, prevent and manage

=] : Post-Intensive Care Syndrome and Its New Challenges in Coronavirus Disease 2019

(COVID-19) Pandemic: A Review of Recent Advances and Perspectives (2021)

ABCDE W& T8 AjdolA w9 Fa3sk 84 F spyrt ol T38AE X853t
© o8xe] T8 A8t 3HS ] H AAF & vAl JhA ;A 245 UEdth
A= 713 (Awakening)e WERH, T8Ato] wl FHE H=HoR2 Fhstal, Zad A
o] 7”‘30 fricste] ghape] Q1A 7lss AL, 1k Ass At AS onlg
Ut B S5 (Breathing)= YWEIM, T332 35 7S AEH4ox Hrieta, gk 4
T AEFEF7IY AR AEE o838ty TES BREAY FAlske AS Utk c= 9
7 (Choice of sedation and analgesia)= YEFHW, T2Ate] MF 8 314 X85 ¢ 223
A5 WS Adsta, A5 5 adE ASHeR Hriste] AR AFdS 245 AS 9
vtttk D= 5 ok @Al (Deliium)E UEHH, S82te] G4 FEE A EHH o2 Ut
shal, T, RN A o Sl UEd A4 olE A3 ow HUteta Ande A
S gt v o 2 EE Z7] %39 (Barly mobility and exercise)S> YEFAH, F3x}9]
o, #E 5] 7les FA8] Al A=A4d Y ARE HAASa, 27] 35S 98
T2 A AE5E AFsE AS 9v|gith ABCDE HE2 T34 A 59 35S 94
- T83 aholH, o] HFAom HAAForN T JHd T Ees = T 3
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<9 19> 27| AL AFETF7] AL

“ RESEARCH SUMMARY ||

Early Active Mobilization during Mechanical Ventilation in the ICU

The TEAM Study Investigators and the ANZICS Clinical Trials Group DOI: 10.1056/NEJM0a2209083

CANICAL PR ORLEM Days Alive and Out of the Hospital at Day 180
Intensive care unit (ICU)-acquired weakness occurs in Difference, ~2.0 days (95% CI, ~10 to 6); P~0.62
approximately 40% of ICU patients and is associated with 150

prolonged hospitalization and a high risk of death. Wheth-
er early mobilization of patients who are undergoing me-
chanical ventilation improves outcomes is unknown.

145

i .
35
30.
A

Design: An international, randomized, controlled trial Early-Mobilization Group Usual-Care Group
assessed whether increased early active mobilization, as
compared with the usual level of mobilization, in the ICU
would improve outcomes in patients undergoing mechan-
ical ventilation.

Intervention: 750 adults who were undergoing invasive
mechanical ventilation in the ICU were assigned to indi- 100
vidually tailored early mobilization, which included seda-
tion minimization and daily physiotherapy, or the level of
mobilization usually provided in the ICU. The primary
outcome was the number of days that patients were alive
and out of the hospital at day 180 after randomization.

34371
4.1
RESULTS m

Efficacy: The median number of days that patients were Early-Mobilization Group Usual-Care Group
alive and out of the hospital did not differ significantly

hatirann tha ~vavnn

Median No. of Days

CLINICAL TRIAL

Patients with =1 Adverse Event Potentially Due to Mobilization

OR, 2.55 (1.33-4.89); P=0.005

Percentage of Patients

T QA s FEAVE IR HY Sl dFAAE S AF2HoE YT F
JE= st Fad S b oy Ame avE OgF SdoA AZFHo gt
HA, T3 QA8 E e A HY T AT MAS Bole 49%7F gk o]
© T AgAmAA P2 &5 AR A AAA AS TEe] FFEH AT A
W= S%d ool Witk £, FHA ATARE WL B ABEHA AL
e 2 5% A4 sE)o] MMAHe A¢= Ak ol AR T 7 ddH A=E
o BmEE A4S, o8 AT & Yt AL 2FA =Y WEolrh Bd, /AEE
Alzrolv F8kaba A 713 5o T8 ARENANE A AA 5] FAHAQ &
b B ik ol FER AR A 3F 0] AME I, A Fasol
sl e Hdo] Zhes Y] wEelth 1Ea, $3A AEARE e FES Y
Ao gk M-S dHste 497 Bk ole S8 AGA 5NN FLsHA T AA
A, JAA, AAA gage] vE AdBoRA ARABeA] WHET] HolH ] HEo)
oh g, giEAREE 28 A B ICU-AW(E A S5 oFst S5 wA WE ghae 7
< oY #d ghdAME T8 LA s FAFA Ayt veival v ol FEd
SEARY 2Ygs Zrador 29g fA%n Adete, THosle He Ragg
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Physical
function &
Quality of LIFE
Mobility(functional
activity), ADL
PROM, AROM, FES,
ergometer...

<29 20> TEAEONA S =YAR
: Physical Therapy for the Critically 11l in the ICU: A Systematic Review and Meta-Analysis

1

&

=
=
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V. A3 AA

1. 9 87]7] 7)€ AT A Y

o7 43 X7 HHulo] AHW F4 Ed(Disease-centered Model)ol A AF4 &

dl(Patient-centered Model)= W &}slAA], A& FH9-Ho = AZFe wof] o g n| 9] 7}

T 7M7Y FEEua o AT AW T4 9 H(Disease-centered Care, DCC)ol| A= ©7] 4 <l
=2

2)
gate] A golvtk £4S T $2F T4 9 E (Patient-centered Care, PCC)%l A= 7] %<l
%

Ao A gxte] AZT Ao oS-l 2HS Fi FAEFT, ARTA, A 3o H
HHG FHHoz 3t} olek #Hsle] Forbesol A+ 2019/2020»301] dojd F2dH A~
o] el A wWglel AlFe] Howm RSB A|AY 2E38l  QlFA|F(Artificial

Intelligent, AI), Hl©|E ¥ A)(Data Analytics), TJA|E X% (Digital Therapeutics) % A& =
(Precision Medicine) &= <3 4TH2020 global health care outlook, Deloitte Insights, 2019, Global
Digital Health Outlook, 2020, Frost & Sullivan, 2019).

H =771 S AEAQl st 2 Hd Vs e 5% 9=
olyg} o8-8 A E 9| oj(Software as Medical Device, SaMD), 2] & B dlo]E FFHo
(Common Data Model, CDM), T] A& X] & (Digital Therapeutics), +2 A} #41, <
Sstal k. ol Bxioln sjeithel o Wistel 4xF A ¥ 7]

2L A el AEHQ A A FxI, B2 wEY X

= =
S W7t Stk ol F3l 7|E o577 Y BAAQ THAAMES g A 5 9
S

AA 571714 7HE 2 54 T stdbe &4 dHolH(el5 9, AAANE, Ak
dolg )t HAd 7= g3z Fond d BHEIAE Arste], A&E A,
s g b T YA THAEES TSR A8 o] o] Fojxa
1, 42 #47]% 2 A B 54 7] < (Information and Communication Technology, ICT)2] %l

84 7&EY AT =8 gid, #IFomvr 2 A ¢l 4P(Predictive( ),
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of
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o g XN

Preventive( <l ), Personalized(7l] $1 2t5), Participatory(GHo)) T4 2] “d 2] & (Precision Medicine)
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BAE/IEY (A8 2021.3.23] [HE Al 17966 &, 2021.3.23., YH7NA)

EAY HEARQRD), nHA B, ¥ XF AR BF

23] Q) 2AHA (2020), 91 =717] A1 A A A} FF FA

734, SAFE, e, w7, AP, 013). B 25e] A Prkeh FA A Lek

ogol A BuA AA. AF: FFRAASATY
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<dA3x 1> 977]7] GMP E57(267N)

957]7] GMP 8T (44x, Al6= g

A7z =)

H | 57 (Product 2
F Group) =
A01000 JEtiet =2 Operating and treatment table
A0200 2|28 A Bed for medical use
FEe wube) (A0 5827 Medical light and lamps
(General AD400 2] 28 57| Medical sterilizing apparatus
1 | Equipment for -
Medical A0S0 228 4= AR Medical water sterilizers
Treatrment) | A68000 X248 F8 ] U 212} Dental unit and chair
ABE000 ol FRE Z18 %] W 23} Trestrrent table for Ear, Nose and Throat
A89000 Lh2HE FE FA W 22 Ophthalmic instrument table and chair
ADE0D PHE 7| Anesthesia apparatus
A15500 oA e WS 719 Laser protective device
&8 FA | a3500 A7) U 7IE} %73 Electrosugical and other surgical devices
(Surgical BE ~cats -
2 Operation A0 HE waFA Cryosurgery device
System) 437000 #HolA ZE7| Laser apparatus for medical use
A0 2B E FU2] Aspirators for medical use
A40000 71E7] W 71%7] Prneumocthorax and Pnemoperitonsum apparatus
25 & Ay ,
ADBO0 2B E Medical chambe
. (Chamber for 2|8 & #H¥ Medical ¢ r
Medical .
A0 98 E F27] Thermostats for medical use
Purpose)
ME&A A [A0700 TER 27| Respiratory apparatus
4 (Life Support -
System) A10000 27| Neonatal incubator
W a7l
(Device for
5 Replacing  |A08000 W75 tE>| Artificial internal organ apparatus
Function of
Internal Organ)
A11000 ZHE dAHd 23 Diagnostic X-ray svstem
Al12000 HIA2] ATHE] Non-ionization diagnostic device
A Al g 7Ak3 iolgi i
215e A3 A13000 BhARE A8 EA] Radiolgic device
5 (Diagnostic  |A15000 HhALd 7 WOl & 7] Radiation protective device
Imaging 1414000 28 & BE H47] Film developer for medical use
System)
ABTO0 2 EE EBE TWSFA Film viewing devices for medical use
BO1000 ¥rAKA EF Radiographic supplies
sjBe ap2ury |AL600 O1E F88 7T Physical devices for medical use
2174717
Tl (Machine & |ABT00 F¥ I 215 528 2|7 Medical device for orthopedics and
Iretrurrent. for restoration
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&5 (Product

W
— i)
& Group) e
Gererating AB200 28 & JE2] Vibrators
Etectm; AB300 MY EHZIA27] Electric stimulator for medical use by personal
Stimulation,
Medical Use) |ASS000 288 22| WH7] Magnetic induction apparatus for medical use
ALTO00 AEEE P1A P17 Cardiovascular devices
Ned 71713 | Als00 Bl 212HE 212 717 Urology devices
8 “"S‘;:;";EI for | n33000 23] 7}27| Tissue processing device
Procedurs)  [A38000 27 W 27 Instruments for ligature and suture
ASI000 2BE MIE W F3] 22| 717 Cell and Tisste processing aoperahs for medical use
b 29k
9 (Patient |\ 10000 #2F 314 Pationt transport
Transport
Vehicle)
A20000 HA2] Stethoscope
A21000 H2 37EE 7|7 Clinical thermometric system
A23000 BUAA 2= MulHAE 717 Sphygmomanometers and
sphygmographs
. AZB00 WEHZE FAHE 717] Visceral function testing instruments
& A
EJ%];I;; AZT00 £E71E FAFE 77| Respiratory function testing apparatus
10 | Physidlogical  [A28000 2 LHE 7171 Eve testing instruments
Mg::ﬁ:;g A2000 A AAE 7)7] Hearing testing instruments
A30000 A1ZH 9 AHZTE 217 Perception and organs diagnostic devices
ASE00 288 4242} Prote and Sound for medical use
AN 273 U FEE 7|7 Measuwring and introducing instrument
BOO00 AlEE % MZFAE Test chart for visual acuity and color
blindness
A A
A
A A
A
11 A A
A A
A A
2gg 4
12 (Medical A0 2B E A Speculums for medical use
Speculurm)
g xze |A4100 HEE T Knives for medical use
G\;l)j]a?l? A4200 228 7 Scissors for medical uss
aching or
13 Instrument for |A43000 2 g & A3 Curettes for medical use
Medical
Treatment) | A%400 228 9= Clamp for medical use
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(Product
Group)
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e

A4S0 288 AR} Forceps for medical use

ALBDD 2|28 § Saw for medical use

A4TO00 282 B Chisel for medical use

448000 288 ¥elAl Raspatories for medical use

A49000 2|2 E A Mallet for medical use

AS0000 2B & & File for medical use

AS1000 2] 28 UMW Lever for medical use

AS200 G B8 Z7M0| Snare for medical use

ASS000 2lEE AP HEP| B HE7 ] Rnduing dvesan perforating ingtrurrent for medical use

ASEND N B HEE 717 Wound retractors and speculums

ASS00 2| EE 7| Dilator and expander for medical use

ABOODD 2128 £E2] Applicator for medical use

ABLOD E3 % EHHE 213 Dispenser and Mixing instrument

ABZ00 Sl 28 27| Filling instruments for medical use

ABIN 288 F2 Depressors for medical use

A65000 2|28 A7 Douche instruments for medical use

ABS0I 222 WY Dental engine

AB1000 288 FY7] Inhalators for medical use

C21000 7|2} 4EZE A@?]F Dental Implant for dental use

C24000 #ake ZITA Cold Pulp Testing Agent

14

FA 9
FAUR
(Syringe or
Needle)

AS30 FAE U HAFH Needle for syringe and puncture

ASON FA] Syringes

ASTON 2|28 #HT % Y F- Tube and Catheter for medical use

ABE0D HHE E= =g B A ZALE J1F Bleed doner or transfusion and bicpsy st

ATI00 2)2FE F4U7] Infusion instruments

ABO0 F E= FE7]F Acupuncture and moxibustion apparatus

15

2|2} x| &
PIAPI
(Machine or
Device for
Dental
Treatment)

ATOD00 X242 283 Broaches for dental use

ATION A28 T Explorers for dental use

AT2000 F2HE ¥HE2] Moisture-excluding instruments for dental use

ATI000 e ANE B DEHE 217 Impression taking and articulating
Instruments

AT4000 X122 £%87] Vulcanizers and curing units for dental use

ATS00 ®2HE 27| Casting machine for dental use

HEYEEE d2

ATED0 AlHEEE UME Sight corrective spectacles

{Ophthalmic
1® Lens for Vision
Correction) AT & AL HZE Ophthalmic lens
2A5 : :
7
7 ing A AT8000 27| Hearing ald
18 | 988 8d (A0 Y58 ¢ /47 Medicinal substance-producing equipment
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H | 557 (Product 2w
& Group) =
447
(Equipment
Generating
Medical
Substance)
Muage |BO2000 BUM B A Suue and ligature
S BEE BO3000 @ EE2F Orthopedic materials
19 ﬁgﬁ;‘tﬁi C16000 24HH 482 B Maxillofacial Plastic Material
Medical C19000 <b& 2o} DEEA] Maxillary Bone Fixation Material
Purpose) C20000 A2} UEYE A|AY Dental Implant System
%T‘]_}‘z‘;jliz% BO4000 P1HEE E& 7l WAE Human tissue and organ substitute
=3 =)
o | (Substitute of 1C20000 #1248 0|42 Dental Bone Graft Material
Human Tissue
FOI B:ﬁyn) C23000 A1F 22 /K52 Guided Bone and Tissue Regeneration Material
une
Hz2l& Y2 E8F |asoom #HE2Uot A2 7|7 Hernia supporters
(Medical h= o
21 Supplies for == Solints
Exterpn::t)Body BO7000 2l 2HEE Surgical supplies
HdEF  |Bosoo0 2 Condom
22 | (Contraceptive
Devics) B09000 HUET Contraceptive device
C01000 #|2} 7HEE 2 Dental Processing Alloy
Co2000 #2p F28 US Dental Casting alloy
% Aate B2
(Dental Alloy)
CO3000 MR M2t 22 Metal-Ceramic Alloy
C04000 E2H2 T3 Soldering Alloy
C05000 7F2-E %2 Fabricated Alloy
Co6000 21 EINE Direct Restorative Material
CO7000 H0] HEME Esthetic Prosthetic Material
C08000 SJZHE Denture Making Material/Denture Material
Co9000 £2]4 Bl Dentwre Based Material/Denture Base Resin
#2438 g [C10000 2F XBME Material For Root Canal Therapy
(Other C11000 =2t G248 AME Dental Adhesive Cement
24 | Materials f .
et [C12000 #128 FAA Dental Bonding Agent
Treatment) |C13000 #2428 QEHE Dental Impression Material

C14000 #2H8 2~ Dental Wax

C15000 R % HEN Modeling & investment material

C16000 <l Z| 2HE Preventive Dental Material

C17000 #12} @7EHE Orthodontic Material
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Ml

= (Product

t\'} =
2 Group) TE
C25000 BEE H#2UMNE Prosthetic Adhesive Remover
C26000 Z|EF BEME Other Prosthetic Material
Czmon Z1ek B2ME Other Restorative-Endodontic Material
A
A A
4 A
A A
25 AF A A
|
A A
|
b 2
FE A
287171
26 |(Medical Device |A90000 F82H 0] 28717 U-healthcare medical device
for Ubiguitous
Healthcare)
1 2]
o | SUHRIIL | g oopi e, Azaz(B A RIPIATENS Ba) HE 2o

= Egof

E01000 dE2 FEE 2T ESY Software for cardiovascular

E02000 22|58t B8 AT EYUX Software for dental

E03000 ol8]21En}E AEE AEEYO Seftware for otolarvngology

E04000 S 2 Bl JBE 2T EMAN

E05000 WHZBE 2T EY0] Scftware for general hospital

s | BEEFO Tros00 M AR E 2ZENO] Software for neurology

{Software)
E07000 At5¢lajst Zg 8 4= ES0| Software for uterology

E08000 e 2188 LZESM Software for ophthalmology

E02000 EE2)As A8 8 2T EYYN Software for orthopaedics

E10000 HE<E A8 2ZEMNO Software for rehabilitation

E11000 ¥ARASHE o d42e A58 22EHY Scftware for
radiation oncology and diagnostic radiology

L 1% 2689 ‘FR'e M9z77g, A3z 9 22 3§ Y7

Zo W& BRI IFEFE FEIT

68



<HR 2> Ao 57]7] GMP #F57(871)
ARG E7]7] GMP F5T (Haz, A6z 2 A7= =)

ik dF ddw %

1 A AR 2171 (Device for Sample Preparation)

2 |YarErer HA)2| (Devices for Clinical Cheristry)

3 B9 Y212 (Devices for Clinical [mmunclogy)

4 1P s HA22] (Devices for Blood Transfusion)

5 |d4ulEE FAP17] (Devices for Clinical Microbiology)

6 [EARID I (Devices for Moleeular Diagnestics)

7 |ZAWe YA (Deviees for Immuno Cyto/Histo Chemistry)

8 ALY 2= ESY (VD software)

g |[HHYERI L= EHY

=2 . 9877 Ax 9 EAAE 7)F

(A3 2022.2.10.] [ F Y oFEebd A AL A] 212022-85, 2022. 2. 10., L5-7HA]
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% SP(Standards Published: #7tB F) 8%

JlgTiaE

EEHE

EkN]

1S0/TC 76
(e12g 87,
FHI-FMI|

HHHE|2))

150 22413:2021

Transfer sets for pharmaceutical preparations - Requirements
and test methods

Ho EHE SE HE ME - 27 A U HAE uhy

2021-06-10

ISO/TC 106
(*12h

150 3630-3:2021

Dentistry - Endodontic instruments - Part 3: Compactors

X3 - 28 MR 7|7 - TE 3: §&H7)

2021-06-08

ISQ/TC 172
(AU Fupl=
U FE7|7))

150 14490-5:2021

Optics and photonics - Test methods for telescopic systems -
Part 5:Test methods for transmittance

T mEYA - G AT AL CfE EAE WY - OIE 5

£ B 9y

2021-06-11

150 15253:2021

Ophthalmic optics and instruments
- Optical and electro-optical devices for enhancing low vision

oot et & 717|
- HAH BYE FIE FE S T IS A

2021-06-28

150 19980:2021

Ophthalmic instruments - Corneal topographers

o3} 717] - 219 NP

2021-06-01

150 13142:2021

Optics and photonics - Lasers and laser-related equipment -
Cavity ring-down method for highreflectance and high-
transmittance Measurements

et Y ZEY~ - o[ 3 Ho|X BE Tyl - DPAE Y a8
g SHE 98 Cavity ring-down '

2021-06-10

150/TC 173

150 16840-
10:2021

Wheelchair seating - Part 10: Resistance to ignition of postural
support devices - Requirements and test method

EHO E - OE 10 XpH| XX FH Ll FHE M@ - a7 A4 3
HaE wy

2021-06-08

(o2l 8 2x2|)

150 16840-
13:2021

Wheelchair seating - Part 13: Determination of the lateral
stability property of a seat cushion

EHO =Y - DHE 13: I JM0] FH Y 4 HY

2021-06-15

150yTC 249
(eteleh

150 23190:2021

Traditional Chinese medicine - Determination of aristolochic
acids in natural products by high-performance liquid
chromatography (HPLC)

Z2 HE o8 . DML Wi SR0LEIO(HPLC)E S5 M@
HEo| ofg|~E2a M 5H

2021-06-09

2] 1EC (http://www.iec.ch) , ISO (http://www.iso.org) = 3] ©]2](2021.6.30 7]<%)
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o
(2H 7| 7|15 H3], In—tleimagtio?a;:lggmmchnical Commission) a4 e s
TC 62 S| E H21217| 1 1
TC 62/SC A YgrALE 84 8
1 TC 62/SC B EIch A 89 8
TCE2SCC WAMASY, WMol ol wAbHE W7 40 8
TC 62/SC D S| 8 2|7 102 43
Total 316 68
(=H EE3 7|7, Imrnaﬁn:_laiiézlfnizaﬁon for Standardization) 49 e s
2 TC 76 |28 "7, FU7|-FA7| U HAHHI|7| 75 13
3 TC 84 |28 HM U FIEE £7|7| 35 10
4 TC 106 X o} 188 a7
5 TC121 Oid o 25717 102 45
3 TC 150 2|atE oM 169 35
7 TC 157 mel 7| 17 7
8 TC 170 o|atg 7|3 5 0
g TC 172/SC 7 oHILE U= g B T|7)| 97 12
10 TC 173/SC 1-2 Hojelg B3| 40 11
11 TC 194 o|27|7|2] WSEE Wi} 34 7
12 TC 198 45 U G 60 19
13 TC 210 9877 2EHY 32 4
14 TC 212 EITHE ALY 9 M| FITHA] A6 44 17
15 TC 249 Eo|et 70 31
Total 968 258
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